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Proprietary Name: Attain SeleCtTM If 6248DEL Delivery Catheter
System

Common Name: Catheter, Percutaneous

Device Classification: Class II, 21 CER 870.1250

Product Code: DQY

Device Description

The Attain SeleCtTM II 6248DEL Delivery Catheter System contains a delivery catheter
and an inner catheter. The Delivery Catheter System is used in conjunction with a

commercially available Medtronic Attain outer guide catheter. The outer guide catheter is

used to gain coronary sinus access. Together, all three catheters function as a telescoping
system that can provide additional sub-selecting capabilities. The 6248DEL Delivery
Catheter System is available in two models each containing a straight inner catheter and a

delivery catheter with either a 900 or 1300 curved tip. The inner catheter in both kits is
identical
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Indications for Use
The Medtronic Attain SelectTM I1 model 6248DEL delivery catheter system is indicated
for the delivery of contrast medium and transvenous devices to the coronary sinus and
left heart venous anatomy. The delivery catheter system is indicated for use with outer

catheters.

Substantially Equivalent Devices:
The Attain SelectTM 6238TEL Guide Catheter Set for Left-Heart Delivery uses similar

technology and has similar intended uses, function, materials and method of operation to

the following predicate devices:

* Medtronic AttainTM Access 6218A Left Heart Delivery System (K#021589, May
30, 2002)

* Medtronic AttainTM SelectTM Guide Catheter Set for Left-Heart Delivery

(K#042194, cleared September 15, 2004)
* Guidant RAPIDO T Cut-Away Guiding Catheter (K#031505, cleared June 25,

2003)

Summary of Studies:
Device integrity testing was performed to support the equivalency of the Attain SelectiM

1I 6248DEL Delivery Catheter System to the predicate devices. Testing included

mechanical, functional, and biocompatibility testing. The Attain SelectTM 11 6248DEL

Delivery Catheter System met all specified design and performance requirements.

Biocompatibility Information
Medtronic has tested the materials used to fabricate the Attain SelectTM II 6248DEL

Delivery Catheter System for biocompatibility. The testing performed by Medtronic is

consistent with International Standard ISO 10993-1: 2003, "Biological Evaluation of

Medical devices- Part 1: Evaluation and Testing." When classified according to this

standard, the catheters included in the Attain SelectTM II 6248DEL Delivery Catheter

System are external communicating devices with limited exposure (<24 hours) to

circulating blood.

Sterilization Validation
The Attain SelectTM II 6248DEL Delivery Catheter System will be sterilized using a

validated Ethylene Oxide (EtO) sterilization process.

Conclusion
Through the data and information presented, Medtronic Ireland considers the Attain

SelectTM II 6248DEL Delivery Catheter System to be substantially equivalent to legally
marketed predicate devices.
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CONFIDENTIAL
May not be reproduced without written permission from Medtronic, Inc.

INDICATIONS FOR USE

510(k) Number (ifknown): KO'Q. . 3 . 41 7 [

Device Name: Attain SelectTM IL 6248DEL Delivery Catheter System

Indications For Use: The Medtronic Attain SelectTM II model 6248DEL delivery

catheter system is indicated for the delivery of contrast medium
and transvenous devices to the coronary sinus and left heart venous

anatomy.
The delivery catheter system is indicated for use with outer

catheters.

Prescription Use X AND/OR Over-The-Counter Use

(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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